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of fjCC of Spccini \-l]tritionals (1IFS-450)

[’enter For I;cmcfSafe!j and Applied Nutrilion
FOOD & DRUG /t OMIN1STRATION
200 C Street, S.\)i.
Washington, P C, 20204

Ref.: Wov~,ln’s Choice Dietary Supplement

Dear Sir and/or Madam:

-, ‘Y{.,,.
-)(.

Pursuant to 21 CFR 101.93, please be advised that Herbalife International of Almerica, inc. is

commercializing Wmman’s Choice dietary supplement in the {Jnited States. This letter is intended
to replace our August 4, 1998 notification letter to the FDA advising the agency of statements
Ejeing made for the Woman’s Choice product. It contains a revision of certain statements made in

our August 4 notification letter, and reflects the Company’s response to the FDA’s comments on
those statements, as se! forth by the agency in its August 18, 1998 “courtesy” letter to us.

With all due resp~.et, Herbalifk disagrees wi?h the view expressed in the agency’s Av~ust 18
letter, which cl~~racterized the naturally-occurring process of menopause as a “dise~<~’. We
respectfull~’ “<quest that the agent} she With LISthe scientific basis $LJPPortiW such an ~$;~ion+
an opinion I~hich we believe runs directly counter to the prevalent \ iew of medical expel’t.. –
which is t;lat menopause is a natural condition which occurs as w men age. Despite QIIY

disagreement with the agency’s views on this subject, Herbalife has imletheless revised tht

language that it will use to promote Woman’s Choice in our product literatur~’.

Woman’s Choice dietary supplement is labeled and promoted with statements provided for in
section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act.

LABEL
c+g~:t~~ Sep:i!lg: c)::e m two tablets per day.

Woman’s C! ’.~ice contains a special blend of isotlavones from Red Clovel, SOY and
Kudzu plu.. Black Cohosb which helps promote hormone balance in women.

PROW-JCT LITERATURE
As .,(~lllcn approachage 35 and beyond, (hey experience a va,’-‘~ty of indications, SOI,lCof

w!);LI1 are related to declining estrogen levels. ‘rhis normal occurrence often cau:cs

discomfort, including sleep disturbance. Many !;tudies suggest tl’.’t isoflavones may help
-women meet nutritional needs during time of life. Isoflavones bavc a chemical structure
similar to the body’s natural estrogen, which may account for these effects. Additionally,
isoflavones help maintain a healthy cholesterol level and preliminary studies show that
soy isoflavones may increase bone mass. Woman’s Choice is rich in laturai sources of
isoflavones, including Black Cohosh. I?cd Clover Extract and Kudzu Root. It also
contains antioxidatits tliat assist the body’s defense against the effects of fr~e radicals.
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● Contains a special blend of isoflavones from Red Clover, SLJYand Kudzu, along with
antioxidant-rich Black Cohosh, that may promote hormone balcnce.

Product labeling prominently bears the required boxed statement, “These statements have not
been evaiuated by the Food and Drug Administration, This product is not intended to diagnose,
meat, cure or prevent any disease.”

Herbalife Internatlomd of America, Inc. certifies that the information contained in this notice is
complete and accurate, and that the Company has substantiation that the foregoing statements are
truthful and not misleading.

Finally, we look forward to receiving at your earliest convenience the information requested
above that supports the agency’s view, stated in the August 18 letter, that menopause is somehow
a disease rather than a naturally-occurring process.

Please do not hesitate to advise should you have any questions.

Sincerely,

,/,@bff4L--

File: Woman’s Choice Dietary Supplement
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Special Supplem ents For Women
I
1

I
Tang Kuei Plus* I
~L[p~riCIr[lu((’i{iU[la/ !IJC1i(U>p~L1.Lli~f(~[ WdlJ!L.rl

Tang Kuci h~s been used (or ccnturks in Chln,r .,s ,, gcncr..[

nutritional tonic, particularly bcncfici.d (or women. The root O( Ihc

plant is prcfcrrcd bccausc it is a rich source of B vitamins, Calcium,

iron, Magnesium and cs.scnr;al oils, In the Chinese sysrcm, ‘rang

Kuci i.s cons{ dcrcd a ‘“scpcrior herb” that can bc cakcn on J riJIIY

basis and is often added [o twups and broths to incrcosc rhc

nutritional value of these dishes.

● SpecLtlly [ormul~ ted to norm.slize the chnllcnge~ Js. wcI.,1.4~i[h ,,

woms. n’smenstrual cycle.

● Includes the sdriciorwl bcneflr of Chsmomi [e. This mult, purpnsc

plsnc w= ur.cd by the Ancicnr. Greeks snrl was cnnsidcrc~ a .Irrd

herb hy the cwly Ang!o-Ssxons.

“ Includes CJcium and M$gnesium. x well as Vi[amin A
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mccc nmrirional needs during this t.imc oflifc. koflavonm hare a 1

chemical suuccurc aimihr co the bcdy’s nau.tral cstrugcn, which may

account for thcEc cffccm. tidttionslly, isollsvones help maintain a

he-dthy cholesscmjl Icwl and prcliminq srudi= show that soy

isotlavones may incre.we bone mass. Wcmank Choice is rich in ntiwal

sources of iso(lavones, includimg BbckCohosh, fled UOVETeXtGWL
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